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1 . This opinion contains indications relating to the following items: 





Box No. I 


Basis of the opinion 




Box No, II 


Priority 


□ 


Box No .III 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


n 


Box No. IV 


Lack of unity of Invention 




Box No. V 


Reasoned statement under Rule 436/s.l (a)(i) with regard to novelty, Inventive step or Industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain docupnents cited 


□ 


Box No, VII 


Certain defects in the international application 


P 


Box No. VIII 


Certajn observations on the International application 



2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority 0'IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the I PEA and the chosen I PEA has notifed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the I PEA, the applicant Is Invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/1SA/220 or before the expiration of 22 months from the priority date, 
Whichever expires later. 

For further options, see Form PCT/ISA/220, 

3, For further details, see notes to Form PCT7ISA/220. 



Name and mailing address of the ISA: 


Authorized Officer 




/Sii European Patent Office 
git' D-S0298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax; +49 89 2399 - 4465 


Ury.A 

Telephone No, +49 59 2399-841 1 


(#> 



Form (PCTrfSA£37) (Cover Sheet) (January 2004) 



22.JUN.2005 14:26 EPR MUENCHEN +49 89/2399-8178 NR. 882 S.9 

WRITTEN OPINION OF THE International application No. 

INTERNATIONAL SEARCHING AUTHORITY PCT/US2004/01 8992 



Box No. I Basts of the opinion 

1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise Indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 1 2.3 and 23,1 (b)). 

2. With regard to any nucleotide andbr amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

D a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition, in the case that more than one version or copy of a sequence listing and/br table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No, II Priority 

1 . £3 The following document has not been furnished: 

E copy of the earlier application whose priority has been claimed (Rule 43jb/s.1 and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43tofe.l and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date, 

2. □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43£>/s.1 and 64,1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. □ It has not been possible to consider the validity of the priority claim because a copy of the priority document 

was not available to the ISA at the time that the search was conducted (Rule 17.1). This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date, 

4. Additional observations, if necessary: 



Box No. V Reasoned statement under Rule 43fc/s,1 (a)(1) with regard to novelty 3 Inventive step or 
Industrial applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-18 

No: Claims 

Inventive step (IS) Yes: Claims 1-18 

No: Claims 

Industrial applicability (IA) Yes: Claims 1-18 

No: Claims 



2. Citations and explanations 
see separate sheet 
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Re Item V. 

The following document is referred to in this communication: 
D1 ; Franken et al. (2000). 

1. Novelty and inventive step (Article 33 PGT). 

The present application is based on the finding that alkanediols are able to 
separate lipopolysaccharides (LPS) from LPS-protein complexes. The closest 
prior art discloses that some experiments have shown that alcohols (such as 
ethanol and isopropanol) washes during ion exchange chromatography are 
effective in reducing the protein associated LPS levels (see D1 and present 
description page 2). However, none of the available prior art documents teaches 
nor suggest that alkanediols are able to separate lipopolysaccharides (LPS) from 
LPS-protein complexes. 

Therefore, the subject-matter of the present application fulfills the requirements of 
novelty and inventive step (Article 33.2.and 3 PCT). 

Alkanediols further provide increased safety over the commonly used eluents, like 
acetonitrile, ethanol, and methanol, since alkanediols are nonflammable 
compounds. 

2. Objections under Articles 5 and 6 PCT. 

2.1 All the examples of the present application have been performed with Ion 
exchange chromatographic resins (either cation exchange chromatographic resins 
or anion exchange chromatographic resins). No basjs is present in the application 
for a generalization of the process to any resin. Accordingly, claims 1 and 14 do 
not fulfill the requirements of Articles 5 and 6 PCT since they are not limited to "ion 
exchange chromatographic resins". 

2.2 Claim 1 8 which is limited to anion exchange chromatographic resin cannot depend 
on claim 1 7 because this claim is limited to cation exchange chromatographic 
resins (Article 6 PCT). 



Form PCT/Separate SheeV237 (Sheet 1) (EPO-Januaiy2004) 



